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Which of the following is NOT a primary set of regulations that may apply to a product under the Food and 
Drugs Act (FDA)? 


Select one: 


Food and Drug Regulations * 


Cosmetic x 


EEO Rose Wang (ID:113212) this answer is incorrect. It is the part of four main 


sets of regulations 


Medical Device Regulations ® 
None of the above Y 


Marks for this submission: 0.00/1.00. 

TOPIC: Drug Approval Process 

LEARNING OBJECTIVE: Classification of Products according to F&DA 
BACKGROUND: 


Classification according to Food and Drug Act (F&DA) is the first regulatory step for products undergoing the 
approval process. As per F&DA, a product can be classified into drugs, devices, food, or cosmetics. The four 
primary sets of regulations that can apply to a product under the Food and Drugs Act (F&DA) are: 


1. Cosmetic Regulations 

2. Food and Drug Regulations 

3, Medical Devices Regulations 

4, Natural Health Products Regulations 


Drugs are further divided into the categories: natural health product, biologic, pharmaceutical or disinfectant. 
Natural health products are governed by the Natural Heaith Product Regulations (NHPR), while the remaining 
three are regulated under the Food and Drug Regulations. 


There are situations in which determining the classification of a product is not immediately clear, especially 
when a product falls into multiple definition categories. Such products are referred to as ‘interface products’ 
ie. drug-medical device interface, cosmetic-drug interface, and the food-natural health product (NHP) 
interface. In this situation, manufacturers may request the Pharmaceutical Drugs Directorate (PPD) to assist 
with classification 


RATIONALE: 


Correct Answer: 
(Option #4): All of them are part of the four main sets of regulations that may apply to a product under FDA 


Incorrect Answers: 
(Option #1,2,3): It is the part of four main sets of regulations 


TAKEAWAY/KEY POINTS: 
The four main sets of regulations that may apply to a product under the F&DA include the Cosmetic 
Regulations, the Food and Drug Regulations, the Medical Devices Regulations, and the Natural Health 
Products Regulations 


REFERENCES: 


Classification of Products under Food and Drugs Act (F&DA), Health 
Canada, https://www.canada.ca/en/health-canada/services/drugs-health-products/classification-products- 
food-drugs-act html 


The correct answer is: None of the above 


Which of the following is NOT a role of the Pharmaceutical Drugs Directorate (PDD)? 


Select one: 
Review New Drug Submissions (NDS) * 
Work with manufacturers to provide low cost, effective patent medications Y 
Monitor adverse drug reactions through multiple reporting systems * 


Review Special x 
Access Program 
(SAP) requests 


Rose Wang (ID: 113212) this answer is incorrect. PDD reviews SAP 
requests by healthcare professionals for non-marketed drugs to treat 
medical emergencies. 
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Marks for this submission: 0.00/1.00. 

TOPIC: Drug Approval Process 

LEARNING OBJECTIVE: 

To identify the roles of the Pharmaceutical Drugs Directorate (PDD). 
BACKGROUND: 


The Pharmaceutical Drugs Directorate (PDD) reviews New Drug Submissions (NDS) before determining if 
they should receive a Notice of Compliance (NOC) and Drug Identification Number (DIN). It evaluates, 
regulates and monitors the safety, efficacy and quality of therapeutic and diagnostic products. It monitors 
adverse drug reactions and toxicities and regulates product labeling. It is also responsible for reviewing 
Special Access Program (SAP) requests for patients who have failed other therapies. 

The PDD has 9 offices that specialize in specific medical areas such as pharmaceutical sciences, cardiology, 
allergy and neurological sciences and the office of clinical trials. 


RATIONALE: 
Correct Answer: 


(Option #2): The Patented Medicine Prices Review Board (PMPRE) protects Canadians by ensuring that the 
prices of patented medicines sold in Canada are not excessive. This is not a role of the PDD. 


Incorrect Answers: 


(Option #1): The PDD reviews NDS of prescription drugs for their safety, efficacy and quality. 

(Option #3): Monitoring the evolving safety of drugs is one of the roles of PDD. 

(Option #4): PDD reviews SAP requests by healthcare professionals for non-marketed drugs to treat medical 
emergencies. 


TAKEAWAY/KEY POINTS: 


The PDD is a regulator of prescription drugs for human use; it is not responsible for ensuring medications are 
priced fairly. 


REFERENCES: 


[1] Pharmaceutical Drugs Directorate. Government of Canada. Date modified: May 2, 2022. 
Accessed:February23,2023.https:/Awww.canada.ca/en/health-canada/corporate/about-health- 
canada/branches-agencies/health-products-food-branch/therapeutic-products-directorate.html 


[2] Government of Canada. Patented Medicine Prices Review Board. Date modified: July 13, 2020. Accessed: 
February 23, 2023. http://pmprb-cepmb.gc.ca/home 


The correct answer is: Work with manufacturers to provide low cost, effective patent medications 


Your company has spent years developing a breakthrough medication to treat a serious life- 
threatening disease. This medication offers significant benefits compared to existing treatment 
options. You are now preparing to navigate the drug approval process. 


Which application will you submit to Health Canada? 


Select one: 


New Drug {v 

Submission (NDS) Rose Wang (ID: 113212) this answer is correct. A NDS is submitted to Health 
Canada for approval of new drugs. 

Abbreviated New Drug Submission (ANDS) % 

Common Drug Review Submission * 


Product License Application (PLA) * 


Marks for this submission: 1.00/1.00. 

TOPIC: Drug Approval Process 
LEARNING OBJECTIVE: 

To understand the drug approval process 
BACKGROUND: 


An application for approval is submitted to Health Canada when manufacturers are seeking market 
authorization for a new drug or health product. These applications provide evidence regarding safety, 
efficacy and quality of the product and include details about pre-clinical and clinical data, manufacturing, 
proposed conditions of use and labeling information. A New Drug Submission (NDS) is submitted to Health 
Canada as part of the approval process for new drugs. An Abbreviated New Drug Submission (ANDS) is 
submitted for generic drugs. A Product License Application (PLA) is submitted for Natural Health Products. 


RATIONALE: 

Correct Answer: 

(Option #1): A New Drug Submission (NDS) is submitted to Health Canada for approval of new drugs. 
Incorrect Answers: 


(Option #2): An Abbreviated New Drug Submission (ANDS) is submitted for generic drugs. 
(Option #3): This application does not exist. 
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Health Products. 


TAKEAWAY/KEY POINTS: 
Manufacturers must apply for a New Drug Submission (NDS) as part of the drug approval process. 


REFERENCES: 

[1] Management of Drug Submissions and Applications, Health 

Canada. https://www.canada.ca/content/dam/hc-sc/documents/services/drugs-health-products/drug- 
products/applications-submissions/guidance-documents/management-drug- 
submissions/industry/guidance-document-management-drug-submissions-applications.pdf 


[2] Natural Health Product Management of Application Policy, Health 

Canada, https://www.canada.ca/en/health-canada/services/drugs-health-products/natural-health- 
products/legislation-guidelines/guidance-documents/management-product-licence-applications- 
attestations.html#a2 


The correct answer is: New Drug Submission (NDS) 


You are a third-year pharmacy co-op student working at a big pharmaceutical company. You are 
excited to be on the forefront of cutting-edge research and are learning a lot about drug 
development. The company you work for just received a NOC/c from the Pharmaceutical Drugs 
Directorate (PDD) for a drug it has developed. 


Which of the following are true? 


Select one: 
The medication is now fully licensed and can be marketed in Canada * 


The medication is {v 
authorized for sale but 
additional evidence is 
needed 


Rose Wang (ID:113212) this answer is correct. A NOC/e means that 
the drug can be sold and marketed but more information is required 
from the manufacturer before it is granted full approval. 


Approval is denied and the medication cannot be made available in Canada % 


The medication can only be accessed through Special Access Program (SAP) X 


Marts for this submission: 1.00/1.00, 
TOPIC: Drug Approval Process 

LEARNING OBJECTIVE: Understanding the difference between NOC and NOC/c 

BACKGROUND: 

A Notice of Compliance (NOC) is a full regulatory approval that allows a drug to be marketed in Canada. It's 


issued by Health Canada and confirms that a drug meets Food and Drugs Act regulations for safety, efficacy 
and quality. 


A Notice of Compliance with Conditions (NOC/c) is given when a manufacturer is required to fulfill specific 
conditions such as providing additional safety data or conducting further studies. These drugs can still be 
marketed and made available to the patients. Once the conditions are met, the NOC/c can be converted to a 
NOC. Generally, manufactures have a set period of time to fulfill the specified conditions. 


RATIONALE: 
Correct Answer: 

(Option #2): A NOC/c means that the drug can be sold and marketed but more information is required from 
the manufacturer before it is granted full approval. 

Incorrect Answers: 


(Option #1): A medication requires a Notice of Compliance (NOC) in order to be considered fully licensed in 
Canada 


(Option #3): A NOC/c means that the drug can be sold and marketed but more information is required from 
the manufacturer before it is granted full approval. 

(Option #4): The Special Access Program (SAP) is a method for patients to obtain medications that are not 
traditionally available to them for specific indications 

TAKEAWAY/KEY POINTS: 

The Notice of Compliance with Conditions (NOC/c) offers expedited access to medications, timely treatment 
options, flexibility for evaluation, a balanced risk and benefit assessment, and promotes collaboration and 
communication to safeguard patient well-being. 

REFERENCES: 

[1] Notice of Compliance, Database, Health Canada. https://www.canada.ca/en/health- 
canada/services/drugs-health-products/drug-products/notice-compliance/database.html 

[2] Notice of Compliance with Conditions, Health Canada. Accessed June 

2023. https://www.canada.ca/en/health-canada/services/drugs-health-products/drua-products/fact- 
sheets/notice-compliance-conditions-therapeutics-products.html 


The correct answer is: The medication is authorized for sale but additional evidence is needed 


Which group is subcontracted from Canada's Agency for Drugs and Technologies in Health (CADTH) for 
common drug reviews? 


Select one: 


Question 6 


Therapeutic Products Directorate *% 


Common Drug Review x 
Commie Rose Wang (ID:113212) this answer is incorrect. This committee 


does not exist. 


Canadian Drug Expert Committee ¥ 
Federal Pharmacy & Therapeutics Committee X 


Marcs for this submission: 0100/100. 
TOPIC: Drug Approval Process 

LEARNING OBJECTIVE: 

To identify the process and characteristics of a Common Drug Review. 

BACKGROUND: 

A common drug review is a process where a manufacturer requests the drug to be covered by publicly 
funded drug plans such as the Ontario Drug Benefit plan. This request is made to Canada's Agency for Drugs 


and Technologies in Health (CADTH), who seek advice from the Canadian Drug Expert Committee (CDEC) or 
the pan-Canadian Oncology Drug Review (pCODR) Expert Review Committee (pERC). 


The review assesses current evidence and compares the product to available alternatives in terms of safety 
and efficacy. Cost-analysis and cost-effectiveness reviews are then completed to determine if this addition 
would be of benefit. When new indications for medications exist, manufacturers are able to resubmit a 
common drug review. Recommendations are then released by CADTH and it is up to the Provincial and 
Territorial governments to decide whether or not this drug is to be included in publicly funded formularies. 
RATIONALE: 

Correct Answer: 


(Option #3): The Canadian Drug Expert Committee is tasked with assisting CADTH in performing drug 
reviews for formulary addition 

Incorrect Answers: 

(Option #1): This no longer exists and has been replaced with the Pharmaceutical Drug Directorate. 


(Option #2): This committee does not exist. 
(Option #4): There is no such committee at the federal level which assists CADTH in drug reviews. 


TAKEAWAY/KEY POINTS: 

The Canadian Drug Expert Committee acts as an advisory board to the CADTH in common drug reviews. 
REFERENCES: 

[1] CADTH Common Drug Review (CDR). CADTH. Canadian Agency for Drugs and Technologies in Health. 


CADTH Common Drug Review. Date modified: November 27, 2017, Accessed: February 23, 
2023. hitps://www.cadth.ca/submit-drug-cdr-review 


[2] Notice of Compliance - Health Products. Health Canada. Date modified: October 25, 2023. Accessed 
February 23, 2023. https://www.canada.ca/en/health-canada/services/drugs-health-products/drug- 

products/notice-com 
[3] Canadian Drug Expert Committee. Canada’s Drug and Health technology Agency. Date 


modified:October11,2017. Accessed:February23,2023. https://www.cadth.ca/canadian-drug-expert- 
committee-cdec 


The correct answer is: Canadian Drug Expert Committee 


Which of the following CANNOT be submitted for a Common Drug Review (CDR)? 


Select one: 
A drug with new indication that has previously received a NOC X 


A drug witha NOC/c [Notice of Compliance with Conditions] * 
AdrugwithaNoc X 


[Notice of Rose Wang (ID:113212) this answer is incorrect. Any drug with an 
Compliance] approved or pending NOC with or without conditions may be submitted for 
a CDR. 


Natural Health Products Y 


Marks for this submission: 0.00/1.00, 


TOPIC: Drug Approval Process 

LEARNING OBJECTIVE: 

To identify the process and characteristics of a Common Drug Review. 

BACKGROUND: 

A Common Drug Review (CDR) is a process where a manufacturer requests the drug to be covered by 
publicly funded drug plans such as the Ontario Drug Benefit plan. This request is made to Canada's Agency 


for Drugs and Technologies in Health (CADTH), who seek advice from the Canadian Drug Expert Committee 
(CDEC) or the pan-Canadian Oncology Drug Review (pCODR) Expert Review Committee (pERC). 


The review assesses current evidence and compares the product to available alternatives in terms of safety 
and efficacy. Cost-analysis and cost-effectiveness reviews are then completed to determine if this addition 
would be of benefit. When new indications for medications exist, manufacturers are able to resubmit a 


Question 7 
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Correct 


common drug review. Recommendations are then released by CADTH and it is up to the provincial and 
territorial governments to decide whether or not this drug is to be included in publicly funded formularies. 


Any new drug, combination product or drugs with indications that have received a NOC or NOC with 
conditions (NOC/c) can be eligible for review. Any drug that has a pending NOC{c) may also be submitted for 
review. However, Natural Health Products are ineligible far submission. 


RATIONALE: 

Correct Answer: 

(Option #4): Natural Health Products are outside of CADTH's mandate. 
Incorrect Answers: 


(Option #1): When medicines have newly approved indications, a common drug review can be submitted. 
(Option #2, 3): Any drug with an approved or pending NOC with or without conditions may be submitted 
for a CDR. 


TAKEAWAY/KEY POINTS: 
Natural Health Products are ineligible to be submitted for a Common Drug Review (CDR). 
REFERENCES: 


[1] CADTH Common Drug Review (CDR). CADTH. Canadian Agency for Drugs and Technologies in Health. 
CADTH Common Drug Review. Date modified: November 27, 2017, Accessed: February 23, 
2023. https://www.cadth.ca/submit-drug-cdr-review 


[2] Notice of Compliance - Health Products. Health Canada, Date modified: October 25, 2023. Accessed: 
February 23, 2023. https://www.canada,ca/en/health-canada/services/drugs-health-products/drug- 
producis/notice-compliance.him 


[B] CanadianDrugExpertCommittee. 
Canada'sDrugandHealthtechnologyAgency.Datemodified:October11,2017. 
Accessed:February23,2023.https:/Avww.cadth.ca/canadian-drug-expert-committee-cdec 


The correct answer is: Natural Health Products 


You just completed your co-op term at a large pharmaceutical company. You are trying to explain to 
your fellow pharmacy students the steps involved in getting a drug approved and added to the 
provincial/territorial formulary. 


What is the correct order of steps for this process? 


Select one: 


NOC/DIN Approval -New Drug Submission - Common Drug Review - Formulary addition % 
Common Drug Review - NOC/DIN Approval - New Drug Submission - Formulary addition % 
New Drug Submission - NOC/DIN Approval - Formulary addition - Common Drug Review % 


New Drug Submission - NOC/DIN Approval - v 


Coko Brug Review Formian addiGon Rose Wang (ID:113212) this answer is 


correct. This is the correct order. 


Marks for this submission: 1.00/1.00. 
TOPIC: Drug Approval Process 
LEARNING OBJECTIVE: 


To identify the process of a formulary addition. 

BACKGROUND: 

The process of getting a drug approved and added to the provincial/territorial formulary consists of a few 
key steps. Firstly, a New Drug Submissions (NDS) is submitted to the Pharmaceutical Drugs Directorate (PDD) 
which is under the Health Products and Food Branch (HPFB) of Health Canada. Drugs that are approved are 
then given a Notice of Compliance (NOC) and a Drug Identification Number (DIN). The drug manufacturer 
can then request a Common Drug Review (CDR) to be done. This is a cost-analysis and cost-effectiveness 
review completed by the Canadian Agency for Drugs and Technologies (CADTH) with the help of the 
Canadian Expert Drug Committee (CDEC) or the pan-Canadian Oncology Drug Review (pCODR) Expert 
Review Committee (PERC). It assesses whether formulary addition would be beneficial. Recommendations are 
then released by CADTH and it is up to the provincial and territorial governments to decide whether or not 
this drug is to be included in publicly funded formularies. 


RATIONALE: 

Correct Answer: 

(Option #4): This is the correct order. 
Incorrect Answers: 

(Option #1-3): This order is incorrect. 
TAKEAWAY/KEY POINTS: 


The correct order of drug approval and addition to the provincial/territorial formulary is: New Drug 
Submission - NOC/DIN Approval - Common Drug Review - Formulary addition. 


REFERENCES: 
[1] CADTH Common Drug Review (CDR). CADTH. Canadian Agency for Drugs and Technologies in Health. 


CADTH Common Drug Review. Date modified: November 27, 2017, Accessed: February 23, 
2023. https://www.cadth.ca/submit-drug-cdr-review 


[2] Notice of Compliance - Health Products. Health Canada. Date modified: October 25, 2023. Accessed: 
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The correct answer is: New Drug Submission - NOC/DIN Approval - Common Drug Review - Formulary 
addition 
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XYZ Company has developed a drug aimed at supporting immune health through herbal 
supplementation. The product has undergone pre-clinical studies and clinical trials to demonstrate its 
safety and efficacy. The company is now preparing to seek approval for marketing and sale. 


Which regulatory body should XYZ Company submit their application to? 


Select one: 
The Pharmaceutical Drugs Directorate (PDD) * 


The Natural Health Products x 


Directorate (NHPD) Rose Wang (ID:113212) this answer is incorrect. This 


Directorate no longer exists. 


The Natural and Non-Prescription Health Products Directorate (NNHPD) Y 
The Non-Prescription Product Directorate (NPPD) % 


Marks for this submission: 0.00/1.00. 

TOPIC: Drug Approval Process 

LEARNING OBJECTIVE: Approval process of Natural Health Products 
BACKGROUND: 


The Natural and Non-prescription Health Products Directorate (NNHPD) of Health Canada oversees the 
approval process of natural health products, non-prescription and disinfectant drugs. Natural health products 
(NHPs) are regulated under the Natural Health Products Regulations (NHPR) which govern their sale, 
manufacturing, packaging, labeling, importation, distribution, and storage. A Product License Application 
(PLA) is submitted to NNHPD for a review and includes information about medicinal ingredients, source, 
dose, potency, non-medicinal ingredients and recommended use. if the product meets all required standards 
of safety, efficacy and quality, a product license along with a Natural Product Number (NPN) or Homeopathic 
Medicine Number (DIN-HM) i 


RATIONALE: 


Correct Answer: 
(Option #3): The NNHPD regulates NHPs in Canada. 


Incorrect Answers: 


(Option #1): The PDD regulates prescription drugs for human use 
(Option #2): This Directorate no longer exists. 


(Option #4): This Directorate does not exist. 


TAKEAWAY/KEY POINTS: 
The Natural and Non-Prescription Health Products Directorate (NNHPD) regulates the safety, efficacy, and 
quality of NHPs available in the Canadian market. 


REFERENCES: 


Natural Health Products Regulation, Health Canada. Accessed June 2023 https://www.canada.ca/en/health- 
canada/services/drugs-health-products/natural-non-prescription/regulation.html 


The correct answer is: The Natural and Non-Prescription Health Products Directorate (NNHPD) 


Which of the following statements is FALSE regarding the licensing of Natural Health Products (NHPs)? 


Select one: 
Manufacturers require specific site licenses * 
Labelling requires inclusion of possible side effects * 
Companies must report severe adverse reactions to Health Canada % 


Health practitioners who {v 
compound NHPs also require 
specific site licenses 


Rose Wang (ID:113212) this answer is correct. Healthcare 
practitioners who compound for patients do not require a 
license. 


Marks for this submission; 1.00/1.00. 

TOPIC: Drug Approval Process 

LEARNING OBJECTIVE: 

To identify Natural Health Product (NHP) regulatory requirements. 
BACKGROUND: 


Question 10 
1D: 20980 


Incorrect 


The Federal Natural Health Products Regulations monitors the manufacturing, labelling and marketing of 
natural health products. Manufacturing sites need to be licensed as well as companies that package, label 
and/or import NHP's must carry a license. These regulations do not apply to healthcare professionals who 
compound products for their patients, or to retailers of NHP's. Evidence for efficacy and safety is an 
important part of the application process. Labelling requirements are established to reduce the improper use 
of these medicines. The NHP Regulations require product license holders to monitor all adverse reactions 
related to their products and must report serious adverse reactions to Health Canada. 


RATIONALE: 

Correct Answer: 

(Option #4): Healthcare practitioners who compound for patients do not require a license. 
Incorrect Answers: 


(Option #1): Companies that manufacture, package, label and import products require site licenses for 

P's, 
(Option #2): Adverse reactions and precautionary statements should be included on the label if applicable. 
(Option #3): License holders must report severe adverse reactions to Health Canada. 


TAKEAWAY/KEY POINTS: 


Healthcare practitioners who compound NHPs for their patients or retailer's of NHPs do not require a site 
license. 


REFERENCE: 


[1] About Natural Health Product Regulation in Canada. Government of Canada. Date modified: July 6, 2022. 
Accessed February 23, 2023. https://www.canada.ca/en/health-canada/services/drugs-health- 
products/natural-non-prescription/regulation.html 


The correct answer is: Health practitioners who compound NHPs also require specific site licenses 


Which of the following is NOT required to be included on a principal display panel of a NHP product label? 


Select one: 
Dosage form * 


Brand x 


fame Rose Wang (ID:113212) this answer is incorrect. The brand name is required ona 


principal display panel. 


Lot number Y 


Product number % 


Marks for this submission: 0.00/1.00. 

TOPIC: Drug Approval Process 

LEARNING OBJECTIVE: 

To identify Natural Health Product regulatory requirements. 
BACKGROUND: 


As per Natural Health Product Regulations, the following information must be be included on the principal 
display panel i.e. primary display area such as the front of a box or bottle: 


© Primary brand name 
e Product Number 

* Dosage form 

© The word “sterile” and ‘stérile’ if the product is sterile 


e Net amount in the immediate container in terms of weight, measure or number 


Some other labelling requirement on a non-primary display area include: 


Name and address of the product license holder 


Recommended route of administration 
. Lot# 

e Expiry date 

e Recommendation purpose, duration of use 
* Risk information 


* The common name of each ingredient 


Cautionary statements etc. 


RATIONALE: 
Correct Answer: 


(Option #3):Lot number is not required on the primary display panel but must be included on any other 
surface 


Incorrect Answers: 


trademar 


(Uption #1):\ne dosage torm (..e., capsule) Is required on the principal display surtace. 
(Option #2):The brand name is required on the principal display surface. 
(Option #4): Product Number (NPN or DIN-HM) is required on the principal display surface. 


TAKEAWAY/KEY POINTS: 
The Lot number needs to be included on the label, but not necessarily on the principal display panel. 
REFERENCE: 


[1] Guidancedocument:Labellingofnaturalhealthproducts.Government 
ofCanada,Datemodified:December1 6,2022.Accessed:February23,2023. Accessed June 2023 
httos://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non- 
prescription/legislation-guidelines/guidance-documents/labelling.htm| 


The correct answer is: Lot number 
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